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, The MAIUNG DA Tt ot th,s com,»u...cat/on ap^ars on the cov er sheet wiu, rne co^.pondence aaan>ss - 

'^TsHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 

. tfNoUodforreplyUspecifiedabove them^^ (35U.S.C.§ 133). 

■ Srpry;«tom»i:S?3^n'S;^m^^^^ n^^^rn^^^^y 

earned patenttenn adjustment See 37 CFR 1.704(b). 

Status 

1)12 Responsive to communication(s) filed on 03 March 2005 . 
oo\ra Thk artion is FINAL 2b)n This action is non-final. 

closed in accortance with the practice uhder Ex parte OaKe, 1835 CD. 1 1, 453 O.G. 213. 

Disposition of Claims 

4) 12 Claim{s) ^-A 7.1114.17 and 27-31 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) 12 ^himf-) •'-^ ^ 14.17 and 27-31 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. , . , ,k c .min^r 
,00 The dL,«(s) fifed Oh _ is/a«: aD accepted or bD obiea^ .0 by .^Exam«,^ 

<"»-ng She„,s, inducing .he co,«c.ion is .^uired , .be y^'^l'^^X^ fj^.^^^ * 
1 ,D The oam 0, declaration is objected to by the Examiner. Note the attached OfBce Action or form PTO 162. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim forforeign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)nAll b)n Some *c)n None of: 

1 □ Certified copies of the priority documents have been received. 

2 □ Certified copies of the priority documents have been received in Application No 

— ' ..... J A. u»w^ ^AAn raraiwoH in tn 



application from the International Bureau (PCT Rule 17.2(a)). 
• See the attached detailed Office action for a list of the certified copies not received. 
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Application/Control Number: 10/006,671 ^ 
Art Unit: 1648 

DETAILED ACTION 

1. Applicant's request for reconsideration, filed March 3, 2004 is acknowledged. Claims 1- 
4, 7-1 1, 14-17 and 27-31 are pending and under examination. In a telephone interview on March 
18, 2005, Examiner Chen and AppUcant's representative, Brigitte Hajos, discussed the claims 
and the unexpected results of the claimed method. The discussion did not result in agreement 
with respect to the claims, however, the examiner indicated that the unexpected results would be 
considered further. 

2. TheinterviewsummaryofFebruary?2,2005isattachedtothisOfficeAction. Itappears 
that one page from the interview summary was not scanned into the electronic file properly. A 
copy of the interview summary is attached in the event that AppUcant did not receive the " 
con5)lete interview summary of 2/^05. 

Claim Rejections - 35 USC §103 

3. Claims 1-4, 7-1 1, 14-17 and 27-3 1 remain rejected under 35 U.S.C., 103(a) as 
unpatentable over Dubensky Jr. et al (5,789,245, herein, "Dubensky") in view of Yu et al 
(reference AM from IDS, herein, "Yu"), both of record, and further in view of Harley et al, 
{Clin. Micro. Reviews, 2001, 14(4): 909-932, herein, "Harley"). The claims are drawn to a 
method for producing purified Ross River Virus (RRV) antigen/immunogenic compositions 
comprising the steps of infecting a cell culture with RRV, incubating the infected ceU culture, 
harvesting the RRV produced, filtering through two filters and purifying the virus antigen. The 

. specification defmes "purified Ross River Virus antigen" as having greater than about 97% 
purity as determined by SDS-PAGE and Westem blot analysis with anticellular protein specific 
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antibodies and quantification of residual ceUular nucleic acid. The first filter has a pore size of 
between about 0.3 and about 1.5 microns. The second filter has a pore size of between 0.1 and 

0.5 microns. 

Applicant argues that there is no motivation to look to Dubensky because Dubensky does 
not suggest a filter pore size of any other than 0.65 microns, while the claims are drawn to the 
use ofafilterhavingapore size ofbetween 0.1 and 0.5 microns. AppUcant points to the viral 
preparation of greater than about 97% purity following just two filtration steps as proof of 
surprising results. 

In response, AppUcant's arguments have been carefuUy considered but faU to persuade. 
Although the claims require that the resulting RRV composition be greater than about 97% pure, 
Applicant has not demonstrated that Dubensky's method does not result in an equally pure 
product. Both tiie Office and Applicant recognize that Dubensky does not disclose the purity of 
the alphavirus particles foUowing Dubensky's two filtering steps (0.8 microns followed by 
filtration with a 0.65 micron filter). While Dubensky describes the product from the filtration 
steps as "crude", it does not foUow that the product was not greater than about 97% pure. 
Because Dubensky's filtering steps are similar to the claimed method, and the size of the virus is 
known, it would have been obvious to use a filter pore size of less than 0.65 microns. CJiven that 
the diameter of an alphavirus is known, the determination of the particular filter pore size ranges 
employed is within the skill of the ordinary worker as a part of the process of normal 
optimization. One would have been motivated to use a smaller filter pore size in order to obtain 
a highly purified product. 
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With regard to Apphcant's product that is greater than about 97% pure Mowing just two 
steps of filtration, the Office requests clarification. It is unclear how, after two filtration steps 
disclosed in the specification, the percent purity is 97%, based on the data presented in Table 1 . 
The filtering steps certainly reduce the contaminants, however, the purity following the 
additional steps of benzonase and the sucrose gradient is at least 98% (page 15, paragraph [056]). 
Applicant is requested to explain how the purity went from 97% to just 98% after the 
benzonase/gradient steps when the amount of Vero ceU DNA decreased from 14,000 to 1,000 
pg/ml after the filtration steps during the bezonase/gradient steps. 

Applicant also notes that the Office previously recognized Applicant's surprisingly pure 
viral preparation in the Office action of March 24, 2005, on page 5. In response, the examiner 
considered the results to be surprising at the time of the 3/24/05 Office Action, however, upon 
fiirther consideration the results appear to be expected in view of Dubensky and the size of the 
virus. 

Therefore, the claims remain rejected in view of the ability of one of ordinary skill in the 
art to optimize a known process. 

Conclusion 

4. No claim is allowed. THIS ACTION IS MADE FINAL. AppUcant is reminded of the 
extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 



Application/Control Number: 10/006,671 P^®^ 
Alt Unit: 1648 

the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 

date of this final action. 

Information regarding the status of an appUcation may be obtained from the Patent 
Application Information Retrieval (PAIR) system Status information for pubUshed appUcations 
may be obtained from either Private PAIR or PubUc PAIR. Status information for unpublished 
appUcations is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to.Stacy B. Chen whose telephone number is 571-272-0896. The 
examiner can normally be reached on M-F (7:00-4:30). If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, James C. Housel can be reached on 571- 
272-0902. The fax phone number for the organization where this application or proceeding is 
assigned is 703-872-9306. 



Stacy B. Chen 
March 29, 2005 
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